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Roseanne Freese 

Q7/25/2003 03:51 PM 

To: fdadockets@oc.fda.gov 
cc: dwiggin@cfsan.fda.gov, Susan ReidllTPIFas@Fas, Deborah 

Thompson/lTP/Fas@Fas 
Subject: Affidavit Regarding WTOISPSIUSAI703 and 704 (Bioterrorism) 

Dear Sir/Madame: 

I am writing to swear and attest that a set of comments on vvTO/SPS/US#703 and 704 (Docket 
#2002N-0277 and #2002N-0275) consisting of an 1 l-page fax sent by the Government of Japan to the 
USDA Foreign Agricultural Service Food Safety and Technical Services Division were received on 
Monday, July 7, 2003, the last day allowed for public comment on the two notifications. However, due to 
severe staff shortage and my own travel and unexpected illness, I was not able to relay these comments 
from the U.S. Enquiry Point to the Food and Drug Administration. I will fax this affidavit and the 
1 l-page set of comments received from the Government of Jpaapn over to your agency via fax number 

ions, please contact m at the number below. E;e;n7--;r;e;lYaU have an-- & 

United States Sanitary Phytos itary Enquiry Point Officer 
Food Safety and Technical Services 
International Trade Policy Division 
USDA Foreign Agricultural Service 
2026901642 
Roseanne.Freese@usda.gov 
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TO : USDAIFAWFSTSD 
Stop 1027, Room 5545 South Agricultural Buildin 
(PHONE (202) 720 - 2239 FAX (202) 690 - 0 

M r. Brian Grunenfelder 
Director, Asia and Americans Division 
Foreign Agricultural Service, USDA 
(PHONE (202) 720 - 1289 FAX (202) 690 - 1 

: Tadashi SATO, Agricultural Attache 

(PHONE (202) 238 i 6721 FAX (202) 265 - 

NUMBER OF PAGES INCLUDING THIS COVER SHEET : 

Dear Sir / Madame : 

Please find attached the comments of Japanese Government on the 
proposed regulations “Administrative Detention of Food for Hun 
Consumption” (G/SPS/N/USAnO4) and “Establishment and Maintena 
(G/SPS/N/uSAnO3) under the Public Health Security and Biotenwril 
and Response Act of 2002. We will send the same paper to FDA and U 

Along with our previously submitted comments on the proposed regxlatic 
of Food Facilities” and “Prior Notice of Imported Food.” we would 
consideration and response to these questions and comments. 

If you have any questions about the comments, please let me lolow. 

W ith best regards, 
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Question and Comments by the f&nmnhent of Japen on 
States’ Ropomed Regulation “f 1 * . trative Detention of 
HumanorlbimalCo~ ption (Article 303)” Unde 
Health Securi& akd Biotarrotim Preparedness ?n 
2002 (DOCKET No. 02N-0276) 

The Govmmment of Japan appreciatea the oppoxtmnity to provide LZJ 
the United St&m propoeed regulatiqn of “Administrative Detentio 
Human or Animal Con~umption~ under the Public He 
Biotarrorinm Preparednero and Response Act of 2002, p 
States’ Federal Regieter May 9,2003 and notiiied to the WTO Memb 
14,200s (cIsps/NNSA/704). The followinga are our quesf;iona and 

1. &uestiODB 

(1) We regard the condition for detention, “credible evidence or 
inclicating the article presents a threat of eerioua adverse health co& 
death to humans at animals,” as unclear. PIeaae provide zie with seve 
conatitutiug “credible evidence or information.” 
(2) Spe&kally, for what purpoee and how is an inspection carried out9 
would natur&lly take several daye for the inepection on certain itema 
rem&a, would the C-eight have to be kept detained until the results o 
impection ia obtained? 
(3) Under tb proposed regulation, would the FDA BBP 
directly to the. owner, operator, or agent in charge of the place where fual0of 
food ia located even in cases where the owner, operator, or agent does 
the U.S.7 

2. Comlnente . 
(1) We request that the FDA emure the proposed regulation to be UIJXI 
the WI’0 agreement and not to create an undue burden on trade. 
(2) The WY’0 Mernber’countziee have to apply meaeuree only to the 
news~axy to p&act human, e&me1 or plani life or health. based on 
scienti6c grounds under the Agreekent on the Application uISanitary 
Phytosanitary Meaeuree (SPS Agreement). In Iight of the ObJigation;’ 
the ecientifk grounda the FDA takes into account in introducing this 
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regulation, and whether the FDA applies the proposed regulatioa o&y 
extent neceeeary to accomplish ita objectives. 
(3) We reque& that for those exporters who need to ask about “Admini 
Detention of Food for Human or Animal Consumption” under thie prof 
regulation, the FDA establieh consultation service staffed with Japan? 
at the US: embaeay and conaulatea in Japan. 
(4) The FDA should etiure transparent implementation of thie section 
prevent this section 5om becoming unnecessary trade barrier or reeti 
the activities of private bumineaees. 
(6) In addition to (4) above, when this FDA orders the detention of the 1 
the port for unloading, the F’DA ehould publish the fact of detention th 
III&port Refueal Report. 
(6) Wheni the FDA gets any information relating to the detention, it sha 
such information to the parties concerned and theiT countri~ &media 
(7) The regulation should ~ltipulate that mfficient umpeaeation for the 
should be prodded when the detention is found u-t.. 
(8) In a caae where a fore&m rkmfmtumr makee proper regiatrmtiun 1 
export to the U.S. while the manufacturer’e importer/erporter makes.i 
registration and the export is detained for inspection, the regulation sl 
stipulate that the detention should not affect the export of the manufa~ 
or via am importer/exporter other than the importer/exporter which mz 
inoomplete regietration, 

IYU, ~33~ r. 3 
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Qudiions and Commenta 
Statea’ Propeed Regulation 
Raamh (Article 306)” Under the Public Health 
Bioterronia~~ Prepareduese end Reapmuse Act of2002 
02N-0277) 

The Government af Japan appreciatee the opportunity to provide cn 

3 

ents on 
the United Statee’ propoaed regulation of “Establishment and Mainte ante of 
RscoqW under @e Public Health Security and BioterrozGm Prepare 
R.eep~n& Act of 3002, publimhed in the United States’ Federal E@iate 
2003 and notified to the W’l’O Membere on May X,2003 (G/SPS/NNS 
foikwingu are our questions and wmments. 

I ’ 1. QueIetione 
(1) Please dari& the definition and content of Ypeckin&’ I 

Before going thtbugh the mzst&ma clearance, packed bights will b 

4 

further 
fortified, for inetance, by hard &na or wooden kmea, in order to B engtben 
reeistanca to tictiow and slxikiae during exporting proceee. In this 4. are hard 
carlane and wooden &amee that never contact fmd, as they merely folcfifp the - 
“pkked” freighti, aloo included in “pacging?” 
52) Please clariip the d&&ion and content of ‘holding.’ . 

In Japan, inorder to go through the cuatome clearance for the ekpo 

1 

tathe 
U.S., Ereighta mu& be traneferred into bonded warehqueee or bonded ea and be 
left tbtsre until acquiring the pennisaion of export. Ie the restoration o y for 
receiving the permiseion of export abo.ineluded in %oldingT 
(3) 21CFR113 ~quiree automatic detention of canned foode when de 
thermal pro=eeing cv sealing ia detect&d, because the deviation could 
threatening. prvl the Bioter~~rku Act aleo order the 
inspection of recorda, when deviation in such criticd wnid points is 
(4) Would the EllAdirectly request for records or directly inspect the 
-firme that are located outside the US.7 if not, how would the FDA go 
obtaining such recurde or making such inapection87 
(61 Will the FDA accept i&ormaGon by facdimile or e-mail 
(6) Some pmducta are forwarded &~rn the original factory to the laet ’ 
ire~atal ciialdmtion baeee. Do all of these recorde have to be 
relation to Se&on 305, ie regbtration required for these relay facilitie 1) 

‘. I : 



(7) Will the records be published? 
(8) When the FDA requests the acceee to the records, how will the 
behKeeD foreign countries and the U.S. be dealt with when CQ 

frame required by the regulation? 
(9) Th.i~ A&Me 306 etipulatea that a foreign facilib which ho 
conrnrmed in the U.S. must eutabliah end mGntain records at the pla 
facilitp. In thie case, we pretmme that such a fbreign facilib 
which is required to be registered in A&& 306, iamrding 
FDA in telation to thie regulation ‘draf& “Rmpoeed Rule& 

In Japan, huwever, a warehouse company ie in a positi 
depoeited by th.e onmer of the goods, and it is not necesB 
obtain information of the goods with Fegard to exporta, au& an w 
deetied to the U.S. or not. Therefore, we are of the view that au o 
an eppmter in Japan or an importer in the U.S. should be dafined ae 
faeiJitiee” under Artiele 305. 

Further, it ie also our view that, aa in the case of Article 305, an 
an exporter in Japan or an importer in the U.S. not a warehouse 
hold information about aport of fooda, should be required to e&ab 
maintein record0 at the place of a foreign fidity, Please cla+ if this 
understanding ia correct or not, 
(10) According to Sec. 1.363, failnre to wtablieb and m 
“prohibited acta.” Will there be any criminal charges iii 
eanctions impoeed again& those who committed “p 
not reside in the U.S.? 

2. Cbmmenta 
(1) We requeet that the FDA ensure the proposed 
the WTO ag;reanent and not to create an undue burden on tsede. 
(2) The WTO Member ccnndziee have to apply meamrea oily to tb 
n~~~arg fo protect hunan, animal (P plant life or health, based 
ecientific grounda under the Agruemeut on the Appiieation of S 
m-anitarlv- a BPS Agreement). In light of the nbligaticm, 
the ecititific &wunda the FDA takes inte account in introducing tbi~ 
=@ation, and whether the FDA appIi* QM p~~poeed regulation o 
extent necwsary to accomplish ita objet&iv&. 
(8) We requeet that Tbr those who need to aek abo 
~~~nahce of Rewrda” under this proposed re 
vitiation Beryice ettied with JapsPeee epeakere at the U.S. emb 



. consulates in Japan. 
(4) The F’DA should only require minimum information neceaeary to b 
remrd, so aa not to create an undue burden on private bueinessee. 
(5) The FDA should give appropriate guidance to private bu&essea ir 
eetabli&ing and maintaining the recorde smoothly, f& example, by eh 
model of how records should be kept. 
(6) The scope of the contonte of the record required by the Biotkrorirm 
be within those required by current 21 CF’FU13,21CFRll4, and 21CFl 
eeafood HACCP regulationa. 
(7) ‘Ip requiring a record of raw material of a product, the ?A should 
requiremaut’to that of mejor ingrediemte of the pmduct. 
(EI) With regard Ito the requirements for the creation and the main&ma 
recorde needed to determine the imrkdiata previous ~ourcea and tha i 
subsequent recipienta of food (i.e., one up, one down) for Ulpermna otbe 
transportere,” the FDA ehould not require any further iaformation no1 
linked to the objectives of the regulation, ranch as b&in& eituation OI 
of the %ource” and “recipientB.* 
(9) The FDA ehould not require manufacturing and proczeaing records 
agricultural producte that at-e sold ee such on tbe market. 
(10) Under the tide, it irr required to maintain the record8 umtainip 
ingredients wd in a food product. Though the quantitative formula ir 
we suppose it wiIl result in a part of trade secrets being recorded in te: 
the combination of spicea. Therefore, we regard it sufkient to m&&i 
recorde on Nutrition Facte, (Supplement Facts, or its eqtivalent~ 
find products). 
(11) In other regul a ti ona concerning public health eecuritp and biotem 
as Artide 907, foreign fkilitiea will not be anbjact to c - . \ charges 
Rriininietrative sanctions. It would therefore be appropriate in this raf 
(Article 306) to take th e mame approach not ko impolre any ,. ’ 1 ch 

. administrative tieasures to foreign facilities. 
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